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Quality Assessment Team: 
Discipline Reviewer Branch/Division 

Drug Substance (DS), Drug 
Product (DP), and 
Immunogenicity assays Andrea Franco OPQ/OBP/DBRR IV 
Inspection of DS site (704(a)4 
records request review) 
Labeling CAPT Vicky Borders-Hemphill OPQ/OBP 
DS Facilities/ Microbiology Charles Yuan-Chia Kuo OPQ/OPMA/DBM 
DP Facilities/ Microbiology Lindsey Brown OPQ/OPMA/DBM 

Team Leads 
LCDR Leslie A. Rivera Rosado (Product 
quality) 
Zhong Li (Facilities) 
Maxwell Van Tassell (Microbiology) 

OPQ/OBP/DBRR IV 
 
OPQ/OPMA/DBM 
OPQ/OPMA/DBM 
 

OPQ RBPM Anita Brown OPQ/OPRO 
Application Technical Lead LCDR Leslie A. Rivera Rosado OPQ/OBP/DBRR IV 

 
Multidisciplinary Assessment Team: 

Discipline Reviewer Office/Division 
RPM Felluca Denise OND/ORO/DROOD 
Cross-disciplinary Team Lead Bindu Kanapuru OOD/DHMII 
Medical Officer Elizabeth Hill & Andrea Baines OOD/DHMII 
Pharm/Tox Brenda Gerkhe (TL) 

Michael Manning 
OOD/DHOT 

Clinical Pharmacology Nan Zheng (TL) 
Lauren Price 
RPM: Bernadette Johnson-Williams 

OCP/DCPI 

Safety  Shan Pradhan 
SRPM: Stacie Woods 

OOD 

Pharmacometrics Lia Man (TL) 
Robin Konicki 

OCP/DPM 

Genomics Rosane Charlab Orbach (TL) OCP/DTPM 
Biostatistics Qing Xu (TL) 

Jay Zhao 
OB/DBIX 

OSI Anthony Orencia OSI 

Surveillance and Epidemiology 

Neil Vora OSE PM 
Hina Mehta (TL) 
Nicole Iverson OSE/DMEPA 2 

Naomi Boston  
Celeste Karpow  OSE/RISK 

PLT Sharon Mills  
OPDP Adesola Adejuwon OPDP 

 
1.  Names: 

a. Proprietary Name: Tecvayli 
b. Trade Name: Tecvayli  
c. Non-Proprietary/USAN: Teclistamab-cqyv 
d. CAS name: 2119595-80-9 

Reference ID: 5048465
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e. Common name: JNJ-64007957 
f. INN Name: Teclistamab 
g. OBP systematic name: BsMAB: MAB HUMANIZED (IGG4) ANTI Q02223 (TNR17_HUMAN) & 

ANTI P07766 (CD3E_HUMAN) [JNJ64007957] 
 

Submissions Assessed: 
 

Submission Date Received Review 
Completed 

STN 761291/1 (Original submission) 12/28/2021 Yes 
STN 761291/5 (response to OPMA IR dated 1/21/2022) 1/26/2022 Yes 
STN 761291/22 (response to OPMA IR dated 4/13/2022) 4/25/2022 Yes 
STN 762191/33 (response to OPMA IR dated 5/31/2022) 6/15/2022 Yes 
STN 761291/35 (response to OBP IR dated 6/08/2022) 6/21/2022 Yes 
STN 761291/47 (response to OBP IR dated 7/11/2022) 7/20/2022 Yes 
STN 761291/49 (response to OBP IR dated 7/19/2022) 7/22/2022 Yes 
STN 761291/51 (response to OPMA IR dated 7/26/2022) 8/02/2022 Yes 
STN 761291/57 (response to OPMA IR dated 7/26/2022) 8/08/2022 Yes 
STN 761291/78 (response to OPMA IR dated 8/31/2022; 
PMC language) 

9/01/2022 Yes 

STN 761291/81 (response to OPMA IR dated 8/31/2022) 9/08/2022 Yes 
 
 

Quality Assessment Data Sheet: 
 

1. Legal Basis for Submission: 351(a) 
 

2. Related/Supporting Documents: 
 

A. DMFs: 
 

DMF 
# DMF Holder Item referenced Code1 Status2 

Date 
Assessment 
Completed 

Comments 

3 N/A 

  

3 N/A 

  

3 N/A 

  

Reference ID: 5048465

(b) (4)
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3 N/A 

  

3 N/A 

  

3 N/A 

  

2 Adequate 
06/07/2022  

2 Adequate 
10/07/2021  

3 N/A   

6 N/A 

 Sterilization 
validation and 
aseptic processing 
validation data 
was provided in 
the submission 

1.  Action codes for DMF Table: 1- DMF Assessed; Other codes indicate why the DMF was not assessed, as follows: 
2- Assessed previously and no revision since last assessment; 3- Sufficient information in application; 4- Authority to 
reference not granted; 5- DMF not available; 6- Other (explain under “comments”) 
 
2.  Action codes for Status column: Adequate, Adequate with Information Request, Deficient, or N/A (There is 
enough data in the application; therefore, the DMF did not need to be assessed). 
 
 

B. Other documents: IND, Referenced Listed Drug (RLD), or sister application. 
 

Document Application 
Number 

Description 

IND 131272 IND application  
 

3.  Consults: 
 

Discipline/Topic Date Requested Status  Recommendation Assessor 
N/A     

 
4.  Environmental Assessment of Claim of Categorical Exclusion: 

Janssen Research & Development (a division of Janssen Pharmaceutica NV), Beerse Belgium, 
certifies that the referenced action meets the criteria for a categorical exclusion defined in 
the regulations (21 CFR 25.31[c]), and that to the knowledge of Janssen R&D, no extraordinary 
circumstances exist. Thus, no environmental assessment needs to be performed. 
Conclusion: The claim of categorical exclusion is acceptable. 

Reference ID: 5048465

(b) (4)
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Executive Summary: 
 

I.  Recommendations: 
 

A. Recommendation and Conclusion on Approvability: 
 
The Office of Pharmaceutical Quality, CDER, recommends approval of STN 761291 for Tecvayli 
(teclistamab-cqyv) manufactured by Janssen Biotech, Inc. The data submitted in this application 
are adequate to support the conclusion that the manufacture of Tecvayli is well-controlled and 
leads to a product that is pure and potent.  It is recommended that this product be approved 
for human use under conditions specified in the package insert. 
 

B. Approval Action Letter Language: 
 

• Manufacturing location: 
o Intermediate Drug Substance   

 Biogen, Inc.: 5000 Davis Drive, Research Triangle Park, North Carolina, 
USA 

 Janssen Biologics B.V. (JBV), Einsteinweg 101, 2333 CB Leiden, The 
Netherlands 

o Intermediate Drug Substance   
 Janssen Sciences Ireland UC (JSI), Barnahely, Ringaskiddy, Co. Cork 

Ireland. 
o Drug Substance: 

 JSI: Barnahely, Ringaskiddy, Co. Cork, Ireland 
o Drug Product: 

 Patheon Manufacturing Services LLC, Greensville, North Carolina, USA 
 Labeling and Packaging: AndersonBrecon, Inc., 4545 Assembly Drive 

Rockford, Illinois, USA 
 

• Dosage form and fill size:  
o Injection: 10 mg/mL (30 mg/ 3 mL) or 90 mg/mL (153 mg/ 1.7 mL) solution in a 

single-use vial 
 

• Dating period: 
o Drug Product: 12 months: 2-8 °C 
o Drug Substance:  months:  
o Intermediate Substances  

 
o Stability Option: 

• We have approved the stability protocol(s) in your license application for the 
purpose of extending the expiration dating of your intermediate substances, 
drug substance, and drug product under 21 CFR 601.12. 
 

• Exempt from lot release: 
o Yes 

Reference ID: 5048465

(b) 
(4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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II. Summary of Quality Assessments: 
 
A. CQA Identification, Risk and Lifecycle Knowledge Management 
 
Table 1: Active Pharmaceutical Ingredient CQA Identification, Risk and Lifecycle Knowledge 
Management 
 

CQA (type) CQA 
Risk (efficacy, 
PK/PD, 
immunogenicity and 
safety 

Origin Control Strategy 

Identity Identity  safety Intrinsic to 
molecule 

Potency 
(biological 
activity) 
 

BCMA binding  Efficacy Intrinsic to 
molecule 

CD3 binding (EGFR 
binding assay) (TR-FRET 
assay) 

Efficacy Intrinsic to 
molecule 

T Cell Activation 
 Efficacy Intrinsic to 

molecule 

FcRn binding  PK Intrinsic to 
molecule 

 
 
 
 
 
 
 
 
 
 
Product related 
variants/impurities 
 

Charge variants (cIEF, IE-
HPLC) 

Although it does not 
have impact on 
efficacy, PK/PD, 
immunogenicity, and 
safety, it is classified 
as CQA 

Bioreactor, Process 
Intermediate 
Storage, 
Purification, and 
DS/DP Storage 

monomer (SE-HPLC and 
cSDS) Efficacy 

Bioreactor, Process 
Intermediate 
Storage,  
Process, 
Purification, DS/DP 
Storage 

High molecular weight 
species (HMWS) (SE-
HPLC) 

Efficacy or 
immunogenicity 

Bioreactor, Process 
Intermediate 
Storage,  
Process, 
Purification, DS/DP 
Storage 

Reference ID: 5048465

(b) (4)

(b) 
(4)

(b) 
(4)
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B. Drug Substance (teclistamab) Quality Summary 
 
CQA Identification, Risk, and Lifecycle Knowledge Management 
 
Table 2: Drug Substance CQA Process Risk Identification and Lifecycle Knowledge Management 
 
CQA (type) CQA Risk Origin Control Strategy 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Process-Related 
Impurities 

Safety Bioreactor and 
purification 

Safety Bioreactor and 
purification 

Safety  column 
and purification 

Efficacy process and 
purification 

Safety  process and 
purification 

Microbial contamination 
(bioburden/sterility) 
(bioburden, sterility, CCIT) 

Safety 
MCB/WCB/ raw 
material, DS 
manufacturing 
process 

Endotoxin/ pyrogen Safety 
MCB/WCB/ raw 
material, DS 
manufacturing 
process 

Adventitious Virus Safety 
MCB/WCB/ raw 
material, DS 
manufacturing 
process 

Reference ID: 5048465

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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malignant cell death due to cell lysis mediated by secreted perforin and various 
granzymes stored in the secretory vesicles of cytotoxic T cells. 
 

• Potency Assay: 

 
• Reference Materials: 

 
• Critical starting materials: 

Reference ID: 5048465

(b) (4)

(b) (4)

(b) (4)
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• Critical intermediates: 

• Manufacturing process summary: 

• Container closure: 

 
• Dating period and storage conditions: 

o Drug Substance: months:   
o Intermediate Substances  

Reference ID: 5048465

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)

(b) (4)
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We recommend approval of the intermediate substances and DS stability protocols to 
support shelf-life extension for up to  months. 

 
 
C. Drug Product [Tecvayli] Quality Summary: 
 
Table 3 provides a summary of the identification, risk, and lifecycle knowledge management for drug 
product CQAs that derive from the drug product manufacturing process and general drug product 
attributes. 
 
Table 3: Drug Product CQA Identification, Risk, and Lifecycle Management  
 

CQA (type) CQA Risk Origin Control Strategy 

 
Particulate Matter 

Visible foreign 
particles (visual 
inspection) 

Safety 
DP manufacturing 
process, CCS, and 
product 

Visible translucent 
particles (MIDI) Safety 

DP manufacturing 
process, CCS, product, 
and DP storage 

Sub-visible particles 
(HIAC) 

Safety, 
Immunogenicity 

DP manufacturing 
process, CCS and 
product 

Volume in container Extractable Volume Efficacy DP process (fill) 

 
 
 
 
 
 
 
 
 
Contamination  

Microbial 
contamination 
(bioburden, sterility, 
CCIT) 

Safety, Purity 
MCB/WCB/ raw 
material, DS 
manufacturing 
process 

Endotoxin/ pyrogen Safety, Purity MCB/WCB/ raw 
material, 

Reference ID: 5048465

(b) (4)

(b) 
(4)
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manufacturing 
process 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Composition and 
strength 

Protein Concentration 
(A280) Efficacy Formulation,  

DS/DP process 

pH Safety Formulation 

Polysorbate 20 
Concentration  Formulation, DS/DP 

Process 

Appearance of 
primary container 

Although it does not 
have impact on 
efficacy, PK/PD, 
immunogenicity, and 
safety, it is classified 
as CQA 

DP manufacturing 
process and raw 
material 

Reference ID: 5048465

(b) (4)

(b) (4)
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H. Lifecycle Knowledge Management: 
 

a. Drug Substance and Drug Product: 
 

i. Protocols approved: 
• Stability Programs for Master Cell Bank and Working Cell Banks 
• Requalification and Stability Monitoring of Primary and Working Reference 

Materials 
• Future Primary and Working Reference Materials Preparation and 

Qualification 

• Drug Substance Stability Protocol and protocol for shelf-life extension  
• Drug Product Stability Protocol and protocol for shelf-life extension  
• Comparability Protocol for New Product Introduction at JSI 
• Comparability Protocol for New Product Introduction at JBV 
• Comparability Protocol for New Product Introduction at Patheon  

 
ii. Outstanding assessment issues/residual risk: None identified 

 
iii. Future inspection points to consider: None identified 

 
 

Reference ID: 5048465

(b) (4)
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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: August 29, 2022 

Assessor: Vicky Borders-Hemphill, PharmD 
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Andrea Franco, PhD, Product Quality Assessor 
OBP/Division of Biotechnology Review and Research 4 

Application: BLA 761291 

Applicant: Janssen Biotech, Inc. 

Submission Date: December 28, 2021 

Product: Tecvayli (teclistamab-cqyv) 

Dosage form(s): injection 

Strength and 
Container-Closure: 

30 mg/3 mL (10 mg/mL) in a single-dose vial  
153 mg/1.7 mL (90 mg/mL) in a single-dose vial 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for Agency 
assessment 

Recommendations: The prescribing information and medication guide (submitted on 
August 26, 2022), container labels (submitted on July 22, 2022), and 
carton labeling (submitted on August 5, 2022) were assessed and 
found to be acceptable (see Appendix C) from an OBP Labeling 
perspective. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Reference ID: 5068891
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Materials Considered for this Label and Labeling Assessment 

Materials Assessed Appendix Section 

Proposed Labels and Labeling A 

Evaluation Tables B 

Acceptable Labels and Labeling C 

n/a = not applicable for this assessment 
 
DISCUSSION 
We assessed the proposed labels and labeling for compliance with applicable requirements in 
the Code of Federal Regulations. Also, we assessed the proposed labels and labeling for 
consistency with recommended labeling practices (see Appendix B). 
 
CONCLUSION 
The prescribing information and medication guide (submitted on August 26, 2022), container 
labels (submitted on July 22, 2022), and carton labeling (submitted on August 5, 2022) were 
assessed and found to be acceptable (see Appendix C) from an OBP Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  
Prescribing Information/Medication Guide (submitted on December 28, 2021 

\\CDSESUB1\evsprod\bla761291\0001\m1\us\annotated-draft-labeling-text.doc) 
 
Container Labels (submitted on December 28, 2021) 

 
 
 

Reference ID: 5068891

(b) (4)

1 Page of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately 
following this page
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This BLA participated in Project Orbis 
 
 
 
 
 

Andrea Franco, Ph.D., Staff Fellow 
Leslie A. Rivera Rosado, Ph.D., Team Lead 

 
 

Office of Biotechnology Product  
Division of Biotechnology Review and Research IV  
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OBP CMC Review Data Sheet 

 
1.  BLA#: BLA761291 
 
2.  REVIEW DATE: 5/9/2022; revised 7/25/2022 
 
3.  PRIMARY PRODUCT QUALITY REVIEW TEAM: 

Discipline Reviewer Branch/Division 

Drug Substance (DS), 
Drug Product (DP), and 
Immunogenicity assays Andrea Franco 

OPQ/OBP/DBRR IV 

Inspection of DS site OPQ/OBP/DBRR IV 
Labeling CAPT Vicky Borders-Hemphill OPQ/OBP 
DS Facilities/ 
Microbiology Charles Yuan-Chia Kuo OPQ/OPMA/DBM 

DP Facilities/ 
Microbiology Lindsey Brown OPQ/OPMA/DBM 

Team Leads 

LCDR Leslie A. Rivera Rosado (Product 
quality) 
Zhong Li (Facilities) 
Maxwell Van Tassell (Microbiology) 

OPQ/OBP/DBRR IV 
 
OPQ/OPMA/DBM 
OPQ/OPMA/DBM 
 

OPQ RBPM Anita Brown OPQ/OPRO 
Application Technical 
Lead LCDR Leslie A. Rivera Rosado OPQ/OBP/DBRR IV 

 
Multidisciplinary Review Team: 

Discipline Reviewer Office/Division 
RPM Felluca Denise OND/ORO/DROOD 
Cross-disciplinary Team 
Lead 

Bindu Kanapuru OOD/DHMII 

Medical Officer Bindu Kanapuru (CDTL) 
Elizabeth Hill & Andrea Baines 

OOD/DHMII 

Pharm/Tox Brenda Gerkhe (TL) 
Michael Manning 

OOD/DHOT 

Clinical Pharmacology Nan Zheng (TL) 
Lauren Price 

OCP/DCPI 

Pharmacometrics Lia Man (TL) 
Robin Konicki 

OCP/DPM 

Genomics Rosane Charlab Orbach OCP/DTPM 
Biostatistics Qing Xu (TL) 

Jay Zhao 
OB/DBIX 

OSI Anthony Orencia OSI 
OSE PM Neil Vora OSE PM 
OSE/DMEPA Nicole Iverson/Hina Mehta TL OSE/DMEPA 
Safety: Shan Pradhan, Stacie Woods   
PLT Sharon Mills  

OSE/DRISK Naomi Boston  
Celeste Karpow OSE/RISK 

OPDP Adesola Adejuwon OPDP 

Reference ID: 5068891
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4.  MAJOR GRMP DEADLINES  
   
 Filing Meeting: 2/18/2022 

Mid-Cycle Meeting: 3/28/2022 
Day 74:  3/12/2022 
Primary Review Due: 6/5/2022 
Late cycle Meeting: 6/26/2022 
Wrap-Up Meeting: 7/7/2022 
CDTL Memo Due: 7/15/2022 
PDUFA Action Date: On 7/12/2022 the goal date was extended from 8/28/2022 to 
11/28/2022 
 

5.  COMMUNICATIONS WITH SPONSOR AND OND:  
        

Communication/Document Date 
CMC Pre-BLA Meeting Meeting comments were sent on 5/21/2021 

Meeting was canceled by Janssen on 5/25/2021 
Filing meeting with OND 2/15/2022 

Orientation meeting with Janssen 2/4/2022 
Information request #1 (OPMA) 1/21/2022 

Midcycle meeting with OND 3/16/2022 and 4/12/2022 
Midcycle meeting with Janssen 4/28/2022 

Labeling meeting with OND 5/16/2022 
Information request #2 (OPMA) 4/19/2022 
Information request #3 (OPMA) 6/2/2022 

Information request #4(OBP) 6/10/2022 
Late cycle meeting with OND 6/28/2022 
Information request #5 (OBP) 7/13/2022 

Late cycle meeting with Janssen 7/19/2022 
Information request #6 (OBP)  7/19/2022 
Labeling meeting with OND 7/25/2022 

 
6.  SUBMISSION(S) REVIEWED:  

Submission  Date Received Review Completed 
(Yes/No) 

STN 761291/1  12/28/2021 Yes 
STN 761291 /5 (response to IR #1 - OPMA) 1/26/2022 Yes 
STN 761291/22 (response to IR #2 - OPMA) 4/25/2022 Yes 
STN 762191/33 (response to IR #3 – OPMA) 6/15/2022 Yes 
STN 761291/35 (response to IR #4 – OBP) 6/21/2022 Yes 
STN 761291/47 (response to IR #5 – OBP) 7/20/2022 Yes 
STN 761291/49 (response to IR #6 – OBP) 7/22/2022 Yes 

Reference ID: 5068891
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7.  DRUG PRODUCT NAME/CODE/TYPE:  

a. Proprietary Name: Tecvayli 
b. Trade Name: Tecvayli  
c. Non-Proprietary/USAN: Teclistamab-cqyv 
d. CAS name: 2119595-80-9 
e. Common name: JNJ-64007957 
f. INN Name: Teclistamab 
g. Compendial Name: N/A 
h. OBP systematic name: BsMAB: MAB HUMANIZED (IGG4) ANTI Q02223 

(TNR17_HUMAN) & ANTI P07766 (CD3E_HUMAN) [JNJ64007957] 
i. Other Names: None 

 
8.  PHARMACOLOGICAL CATEGORY: Anti-neoplastic  

 
9.  DOSAGE FORM: Injection 
 
10.  STRENGTH/POTENCY:  

(i) The concentration/strength of the Drug Product: 10 mg/mL (30 mg/ 3.0 mL) and 90 
mg/mL (153 mg / 1.7 mL)  

(ii) Type of potency assay (s): NFAT reporter gene assay.  
 
11.  ROUTE OF ADMINISTRATION: Subcutaneous injection 
 
12.  REFERENCED MASTER FILES:  

 
DMF # HOLDER ITEM 

REFERENCED 
Letter of 
Cross-
Reference 

COMMENTS 
(STATUS) 

Yes No review required as all the 
relevant information related to 
compatibility with the product 
was in the BLA. 

Yes No review required as all the 
relevant information related to 
compatibility with the product 
was in the BLA. 

Yes No review required as all the 
relevant information related to 

Reference ID: 5068891

(b) (4)
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The pre-license inspection for Biogen Inc., Janssen Biologics B.V., and Patheon Manufacturing 
Services were waved based on their inspection history. A record review in lieu of an on-site 
inspection was performed for JSI by Dr. Andrea Franco, Dr. Charles Yuan-Chia Kuo, and Dr. 
Zhong Li. The requested documents were reviewed and found adequate.  
Final facilities recommendation: Approval based on prior inspection history and 704(a) 
records review. 
 
14.   CONSULTS REQUESTED BY OBP 
None 
 
15.  QUALITY BY DESIGN ELEMENTS 
 
The following was submitted in the identification of QbD elements (check all that apply): 
 

 Design Space 

 Design of Experiments 

x Formal Risk Assessment / Risk Management 

 Multivariate Statistical Process Control 

x Process Analytical Technology 

 Expanded Change Protocol 

 
Risk assessments to identify critical quality attributes of teclistamab and to identify process 
parameters for assessment in process characterization studies were performed according to 
methods described in the submission and review of Module 3. 
 
 
16. PRECEDENTS 
This is the first BLA which utilizes a trypsin peptide mapping multi-attribute monitoring (MAM) 
assay as a release and stability testing method. MAM is used to quantify the levels of  

 isomerization and  deamidation in teclistamab drug substance 
(DS) and 10 mg/mL and 90 mg/mL drug product (DP). 

The MAM method was reviewed by Dr. Sarah Rogstad, a mass spectrometry expert and 
Emerging Technologies Team member from OPQ/OTR.  

 
17. ADMINISTRATIVE 
 

A. Signature Block 
 

Name and Title Signature and Date 
LCDR Leslie Ann Rivera Rosado, Ph.D.  

Reference ID: 5068891

(b) (4)

(b) (4)
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Product Quality Team Leader 
DBRR IV, OBP, OPQ 

See attached 
 

Andrea Franco, Ph.D. 
Product Quality Reviewer 
DBRR IV, OBP, OPQ 

 
See attached 

 
   
B. CC Block 

Recipient Date 

Denise Felluca   
Clinical Division BLA RPM 
 

 

OBP/DBRR IV 
File/BLA STN 761291 
 

 

 
 
SUMMARY OF QUALITY ASSESSMENTS 

 
 
I.  Primary Reviewer Summary Recommendation 

The Office of Biotechnology Products recommends approval of BLA 761291 for Tecvayli 
(teclistamab-cqyv) manufactured by Janssen Biotech, Inc. from a product quality perspective 
based on the review of the information and data provided in the application. 
 

II.  List Of Deficiencies To Be Communicated 
Not applicable. 
 

III.  List Of Post-Marketing Commitments/Requirement 
  
 

IV.  Review Of Common Technical Document-Quality Module 1    
 
 A. Environmental Assessment Or Claim Of Categorical Exclusion   

In Module 1 (1.12.14 Environmental Assessment – Claim for Categorical Exclusion), 
Janssen claims categorical exclusion, in accordance with 21 CFR 25.31(c), from the 
requirement to prepare an Environmental Assessment as Janssen Research & 
Development (a division of Janssen Pharmaceutica NV), Beerse Belgium, certifies that 
the referenced action meets the criteria for a categorical exclusion defined in the 
regulations (21 CFR 25.31[c]), and that to the knowledge of Janssen R&D, no 
extraordinary circumstances exist. Thus, no environmental assessment needs to be 
performed. 

Assessor’s Comment: The claim of categorical exclusion is acceptable. 

 
V. Primary Container Labeling Review  

Reference ID: 5068891
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      Refer to review by Vicky Borders-Hemphill. 
 
VI.  Review Of Common Technical Document-Quality Module 3.2  

This document. 
 

VII. Review Of Immunogenicity Assays – Module 5.3.1.4 
       This document. 
  

Reference ID: 5068891
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